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DETAILED ACTION 

1 . Claims 24-30 and 33-42 are pending in the application. 

2. In the prior action, mailed on October 8, 2008, claims 24-42 were pending; with claims 
36-39 and 41 withdrawn from consideration; and claims 24-35, 40, and 42 under consideration 
and rejected. 

3. In the Response of April 8, 2009, the Applicant amended claims 24, 26, and 28; and 
cancelled claims 31 and 32. 

4. Claims 24-30, 33-35, 40, and 42 are under consideration. 

5. Because the action raises a new ground of rejection with respect to claims 27 and 28, the 
action is made Non-Final. 

Claim Objections 

6. (New Objection- Necessitated by Amendment) Claim 28 is objected to because of the 
following informalities: reference to the "at least one of the amino acid found at positions. . .," 
should read - - at least one of the amino acids found at positions. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 101 

7. (Prior Rejection- Withdrawn) Claims 24-33 and 40 were rejected under 35 U.S.C. 101 
because the claimed invention is directed to non- statutory subject matter. In view of the 
amendment of the claims to read on isolated or purified polypeptides, the rejection is withdrawn. 
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Claim Rejections - 35 USC § 112 

8. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

9. (Prior Rejection- Maintained) Claims 28, 30-35, 40, and 42 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. The rejection is 
withdrawn from cancelled claims 31 and 32. 

As previously, claim 28 is treated as representative. This claim reads on a peptide 
comprising "at least 5 consecutive amino acids from SEQ ID NO: 12, and comprising "at least 
one of the amino acids found at" the indicated positions of that sequence. The claims were 
rejected on two grounds. 

First, it was not clear if the claim is requiring that the consecutive amino acid sequence 
from SEQ ID NO: 12 includes the indicated amino acid position, or of the claim is requiring a 
consecutive sequence from claim 12, and an amino acid position corresponding to that identified 
amino acid positions 

Second, it was not clear what is meant by the language requiring that the polypeptide 
comprises one of the indicated amino acid positions. For example, it is not clear if the claim is 
requiring that the polypeptide includes a position 73, includes a position 73 having the same 
amino acid that is found in position 73 of SEQ ID NO: 12, or if the polypeptide need only 
include the amino acid found in the position 73 of SEQ ID NO: 12. 

The amendments to the claims are not found sufficient to overcome the rejection. At 
present, the claims appear to read on any polypeptide containing at least 6 consecutive amino 
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acids of SEQ ID NO: 12, wherein the amino acids comprise one of the amino acids found in 
indicated positions of the sequence. I.e., the claim appears to read on any fragment of the 
sequence so long as the sequence includes one of a Ser, Gin, Leu, Val, or Arg (the amino acids 
found in the indicated positions). However, reference to the arguments in traversal and the 
specification indicates that the Applicant intends to claim a peptide - - of at least 6 consecutive 
amino acids of SEQ ID NO: 12, wherein the consecutive amino acids include a sequence 
comprising at least one of- - the indicated positions. 

In addition, claims 33-35, 40, and 42 are also rejected on a new basis necessitated by the 
amendments to the claims. Claim 31 has been cancelled from the application. However, the 
indicated claims still depend, either directly or indirectly, from this claim. The claims are 
therefore also on the grounds that the claims depend on a cancelled claim, because by doing so it 
is not clear what the claims are further limiting. 

Clarification of the scope of the claims is required. 

10. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

1 1 . (Prior Rejection- Extended and Maintained) Claims 25, 40, and 42 are rejected under 
35 U.S.C. 1 12, first paragraph, as failing to comply with the written description requirement. The 
Applicant traverses the rejection on the basis that the specification provides an example of a 
peptide that would react to such antibodies (a fragment of the SEQ ID NO: 13), and that those in 
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the art would be capable of contemplating mutants of such sequences. The argument is not found 
persuasive. This rejection is also extended to claim 27 for the same reasons as indicated with 
respect to claims 25, 40, and 42 in the prior action. 

As was indicated in the prior action, there is significant uncertainty in the identity of what 
peptides sharing at least 94% identity to SEQ ID NO: 13 would retain that ability to react with 
sera from the indicated population of donors. The Applicant makes no argument and presents no 
evidence in traversal of these concerns. 

Further, while written description support may not require word-for-word support in the 
application, the mere functional identification of the desired genus of compounds is not 
considered, in the present application, to provide adequate descriptive support for the claimed 
genus. While the Applicant may have had a idea that the genus exists, there is inadequate 
descriptive support to demonstrate that the Applicant was in possession of the identity of the 
members of the genus as is required to meet the written description requirement. 

Furthermore, the present application does not permit those in the art to visualize or 
recognize the claimed genus as asserted on pages 10-1 1 of the Response. While those in the art 
may be capable of visualizing sequences with at least 94% identity to SEQ ID NO: 13, the 
rejected claims impart an additional functional requirement, for which no correlating non- 
functional characteristic has been provided. In view of this, and as no examples of any mutants 
of SEQ ID NO: 13 (or its fragments) that meet the functional requirement have been provided, 
the application fails to make either of the two types of showings demonstrating adequate 
descriptive support indicated in the prior action. 

For the reasons above, and the reasons of record, the rejection is maintained. 
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12. (Prior Rejection- Maintained) Claims 24, 26, 33-35, 40, and 42 were rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for polypeptides 
comprising SEQ ID NO: 13, does not reasonably provide enablement for the use of any 
polypeptide comprising an amino acid sequence of at least 94% identity to that sequence. The 
Applicant traverses the rejection on the basis that those in the art would be able to determine 
what variants retain the activity of SEQ ID NO: 13; because, while biotechnology may be an 
unpredictable art, such does not preclude a finding of enablement; and because those in the art 
would be able to identify all nucleic acids encoding a polypeptide sharing at least 94% identity to 
SEQ ID NO: 13 and screen them for the sharing activity with SEQ ID NO: 13. 

Applicant's arguments are noted but are not found persuasive. Applicant's arguments 
may be found persuasive if the rejection was based on a finding of lack of enablement based on a 
consideration of only one or two of the factors identified in the prior action. However, in the 
present case, the claims are broadly drawn to cover a large number of mutant sequences, the 
structures and functions of which are not known, and cannot easily be predicted, and where the 
application itself provides little information with respect to the functions or structure of the 
protein of SEQ ID NO: 13, and no identification or characterization of any mutants thereof. 
Thus, while those in the art may be capable of performing screening assays, and as certain forms 
of screening may be routine, the teachings in the application nonetheless fail to provide enabling 
support for the full scope of the claimed invention. The rejection is therefore maintained. 
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Claim Rejections - 35 USC §102 

13. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention \v;is p;ilenled or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

14. (Prior Rejection- Withdrawn) Claims 28 and 3 1 were rejected under 35 U.S.C. 102(b) 
as being anticipated by Quinnan et al. (WO 00/07631). In view of the amendment of the claims 
require that the peptide comprises at least 6 consecutive amino acids of SEQ ID NO: 12, the 
rejection is withdrawn. 

15. (Prior Rejection- Maintained) Claims 28, 33-35, and 40 were rejected under 35 
U.S.C. 102(b) as being anticipated by Langley et al. (EP 0533492). Applicant's arguments are 
not found persuasive. As was indicated above, the Examiner is not persuaded by Applicant's 
arguments regarding the clarity of the claims. In particular, as was described above, the broadest 
reasonable interpretation of the claims appears to read on any polypeptide containing at least 6 
consecutive amino acids of SEQ ID NO: 12, wherein the amino acids comprise one of the amino 
acids Ser, Gin, Leu, Val, or Arg. Such is met by the peptides disclosed by the reference. 

The sequence of Figure 1 of the reference discloses such a sequence. See e.g., the 
sequence of the sixth line of amino acids (beginning Gly Tyr Arg Trp Met Cys), which 
comprises an Arginine, the amino acid found in position 73 of SEQ ID NO: 12, and which 
sequence is also found in amino acids 29-34 of SEQ ID NO: 12. Thus, the reference teaches a 
polypeptide comprising a sequence of at least six consecutive amino acids of SEQ ID NO: 12, 
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wherein the sequence comprises the amino acid found at position 73 of SEQ ID NO: 12 (i.e. an 
arginine). The arguments are not found persuasive, and the rejection is therefore maintained. 

16. (New Rejection) Claim 28 is rejected under 35 U.S.C. 102(b) as being anticipated by 
GenPept BAC 17521. The claim has been described above. The reference teaches a polypeptide 
comprising a sequence of at least 6 amino acids of SEQ ID NO: 12, including a sequence 
corresponding to residues 71-77 of SEQ ID NO: 12 with an arginine at the position 
corresponding to amino acid 73 of SEQ ID NO: 12. See e.g., residues 562-568 of the GenPept 
sequence. The reference therefore anticipates the claim. 

Claim Rejections - 35 USC § 103 

17. (Prior Rejection- Withdrawn) Claims 34 and 35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Quinnan et al. (WO 00/07631- supra). Applicant's arguments with 
respect to this rejection are found persuasive. The rejection is therefore withdrawn. 

Conclusion 

18. No claims are allowed. Claim 29 is objected to for depending from a rejected claim. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is (571)272-0905. The 
examiner can normally be reached on Monday- Friday, 8 am to 4:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary B. Nickol can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Zachariah Lucas/ 

Primary Examiner, Art Unit 1648 



